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To Whom Jt.Mny (bCCrll :

Thepu~poscoftlli scoln~llcl]tistoresj~olld tol]lecited]>ro~>osed draff
MOIJ(Scc 64 Fcd.Rcg;3301 (l-21 -99), “I’JleNtilional (~ul~llnunity l>hal-lnncisls
Amocia(icm (NCJ’A) n+rtixwtk the professi OJIH!md propri ctary interests of
inclepenclenil y owtml plliwllauies and the thousnn{is of phnrm ncists llmt pract iw
in indcpcndcnt pharmacy setling~. (_lurmembers function in (IICmarket in iI
vm-iety of forms, l’hcy do h Si mm M Ringlc stows rtm,ging f“-om fipothccariw 1,()
full line high volume phnrmficjes; M indcj}cncicnt chains (c,g,, 100 ph.armacics)
mId ns f]anchisccs such M N(YA member~ involved wiIh lhe Medicine Shoppe
franchise, Whn(cvcr thu form of business entity, howmm-, independent
pharmacists are the decision nmkcr$ for this wicic vwic,ty of N(TA memlw
mJllpani es.

The NCPA was inti mfitcly invo]vcd will) (k lt+islati ve :tmi pnlil icnl
lmxew lvhich led 10 I,hCcnnclmcni. of section 127 of Ihc FDA Modcmnization AGI
of ]997 and its’ scctim~ 503 A(h)(3)(l I) which mmtcmplnl.ed in Ihe a]tamtivc that

states enter into a M()[.I “with FDA th~i addresses the iIItcrsLJucdixlrihuti Im IIi”
inordinate ammmls of c(mpoundG(i hg products md pmvicies for investigotioo

by Sta!e agency of complaints related to compounded chug products dislril]u[ed
r-mtsidc such State”. ‘1’hnHDA was diIIX1.W1{o develop HMxn~imi MOIJ for ure
!~y tilii(~s “in cmsu!titlim with” the Nnt!cMIn]Assocjrdion 0f~08J”C15 Of’phWllltIGy

(NABP), *i
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Llnfcmtwmt.ely t.hc proposed FDA dmfl, whi uh (Imgrm intentled to he
uscclas guidallcc bytl~cstatcs jlnsbcc]~c.oflvefled intoa seriesof~~nnllthc~rized
dictates. J)mIiGUlWlyobnoxious are Ihe drdl M()[~’s provision~ lhat cmasculnlc
sfn,tes ex~lusive ~otlslitu[io]]~l wuthorily tul#egulale ttlc IJracticc ol']~JlaI-lll8cy
SUch provisions incluc!c m-iarbitrmy limit on the permmi of ccmpout)dwl
prescript ions that can bc dcl ivwcd intcvstnte and n litnny of mandates 10 the st.ales
directing what shou] c1bc i~wcstigatccl cmd how investi gali ons are to be conducted.

This wrong hcadccl mkcovcr schcmc flic6 in the face of clew
con$rc.ssi onnl int.enl [o defer to the HInfes whi ~e devel opi IIS a coopcrrdivc
frnlne work bcLwccn the WA and the datw rcgnrcling complaints about
compounded drug pml(Jcls sent wmw slnl e IimSS

in nddition to the myrind ofw3nuthLn_i7cedfederal intmsionsj Ihc proposcci
dmfl needs I() be clarilled to indicate that a physicians signnture on a valid
jx-cscrjpt.ion inrlicm.es tlm n physician has dctcrminm] thtit fhe mcdi cation is
ncccssm~ for the identified patient.

“1’hcFDA proposed clrt-iftshould be wit.hdr~wn, ‘1’hel<lJA $+hOLl]daCtLla!!y
Gonsult with NABP in a manner that will fostc.r the nt.mosphmw of uoopertition
between the lJDA and lho slates th~l [hc Congress jnt.ended,

liurthwmore, is the intetltion of the NCPA to bc wmwint.wl wi!h the
wmmcn[s on this WImCclockct.numbers subnlit.lecl by the Intcrni-ttiontil AGnderny
of’Compmmding Phnnnnci SISml by the Wwncm’s lni.cmntionnl Plmrmcy .

Sinccmly,

/
John M, Rector
R, Vititi Presidetll for
Government AtTairs
nnd CICIW-lll Counsel
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